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ll)e f>Urp:o~e or. thfs Sludy Is to determine the offeollvenes~ of the Spons.or'.s·pi:oduc\ ~s :a dlslnfe.Qlant for har<j surf.aces 
fofloWlnii the.AOAQ Us~-Qllutlcili Methop. This method Is In compliance with tho roqulrernerits of and may b~·submltled 
to, one or more of tho.folfowlng agencies as hidlceit~d by tlia ~por,sor; U.S. Envlronmenlal Protedlon Agency (EPA), 
H~~!lh Canada end Auslralfan TherapeuUc Goods Adnilnlstratlon (TGA). · · 

TEST SUBSTANCE.CHARACTERIZATION 
A<i¢9rdlr:ig to. 40 QFR. P.art 160, 'Subpart F [iG0.105) lest sub.slanc1(ch11raot~r[zallol'l Q~ to· ldenllly,_ s_tren_gt~, .purity, 
solublflty eritl compqslUon, af applf~!!bl_e, shalf be dooumentod before lls use lri this study, .Tti!(slabllfly:of:lhe test 
s_ubstanoe .f!hall be deli3rff1l_ned pr I Qr tq or con_o(irre·1111y-wlth Jh[s slu<jy, Pe_r11nent Information, which may affect the 
o~!some of !hl!.1 st_udy1 shall be conimunl~ted In wiitlng·to th·11 S\udy l:Jlreql9r ,upon s_:u:nlil,\3 ~ubmls~lon to Aocuratus 
-Lab ~ervlces. A~cUralu~ l,.~b .Servl_<i«:!S will append Sponsor-provided Certlncoles of Anelyshf(9 of A).19 !hi$ :5lu/!y 
reporl, lf raq·uested ~nd supplied. Charact<ir!zat_lon and slablllty studies not performed followlno GLP regulatlciris 
-WIii be noJa_d In the Good Laboratory Praotlce co111pllenc11 stot~ment. 

SCHEDULING ANlfDISCLAIMER OF WARRANTY 
Experlrile_nlal slaifdales are generally scheduled on ii Orsl-come/flrst-serve basis once Accuralus Lab Services receives 
U1e !3pqosir .. l[lpl)'rtived/compteied protocol, signed feo schedule aiid correspo~~liiS les.l su)>s\anoo(e). B;ised oo _elf 
required materials baln.g·recelvli.d l)l tl1ls time; Iha proposed exporlmentel start date Is Ootoblii' 8,-20111. V11rtral r~ulls 
may ·be given upon completion ot 1~·0 study wl\h a written rqpqrt to follow on the Jlli!ru1.§fill complciUon dale . of 
NoV<inib(!r. 6,-2010. To ·expedite scheduling, please bo sure ell required paperwork and test subslarice documantaUon 
is ·complet~)occurale lip_on arrlvill al Accurtitus Lab. Services, - . . . 

If -~ l~_s1. m.us\ ~e repeated, or a portion of It, _due lo failure by Acc9r;it1_.1s l,!!b. :Se_tvlc:.~s le;>_ adh·1;1r.E! to spe_clOci~ 
procedures, lt-wl/1 lie r~P~?l~d fre,e:of charge, If n test must be repeated, or a porllciri otll,-'dµ!! to. fallur11 pf lnh;imal 
conl,:ols, ft -wlll be repeafed froe of ohafge, ·.~Melhods Develqpment• foenha.11 bci assessed, however, If iho lest 
S\Jb~111nce -en~/o_r t.est ·system reqillro modJflcatlons ~uo 19 com,plex~ty ,.!lnd_ clltl)cu_lly of 1a:~,lJ1Jg, tr the ~ponsor 
request.ii a rap!llil te~t. they wlll be <;hl)rged for en eddlllonal test. Nelthcir1h'e name:of M,curi!lus _Leb_·servlces nor 
f:!ny of Its employees are. to be i.lsl!ld iri·adverUslng or other promotion without written consent from Accuratus Lab 
Services. 

The Sponsor hi respo.nslble for iiny re)C!!-11.oli o'f the fin~! report by th~ regulating agencies concerning report formal, 
pegl,:i\1110,n, elc. To prevenl.reJecllon, Sponsor'iihould carefully rl!lv,ew t~e Acollr~!us Lab ·services _ffnal report end 

· ~ojl.fy Accur~lu_s Lab $f;lrvl~~s of any percelvod deficiencies In these aral'is be.fore submlssl~n of \he reJ)ort to the 
regulatory age11cy,_ Ai:curat11s_l,.eb 'S~ivlces WIii rnake reasonable changes deemed necessary by the Sponsor, 
without altering the technlcal date. 

JUSTIFICATION FOR SELECTION OF THE TEST SVS-TEM 
Regulatory Agencies require .th,!t a specific organ.Ism claim for a l13st sµbslanoo lntende.~ for use on hard surfaces 
~~ s,upporl~.d--by eppr9prlale sclentlllo data ilemohslriiU11g_ U1e. efflQ:ioy of the te,l f.l_l.d>.sla_n~ 11g~lns/ Jhe .claimed 
organism. T.hl~ I~ ·.a~c9mpllshed In the l(lborelory by treating the target organism wllh the ·test subslan9!) Under 
conditions which .simulate es closely e's :jiosslble the actual condlllons under which Iha test substance Is designed 
to b'e used. For products Intended for use on· herd surlecas '(dry, ln_enlniate e_nvlronmental .surfaces), a carrier 
method Is used In the generation of tho supporting data. Thci experlinarilal design· In' this 'i>r~toci.ol moats these 
requirements. 

TEST PRINCIPLE . . . 
A fllm of organism cells t!rle~ on a siJrfac\l of stc)lnle~s steel carriers Is exposed to the test substance ror .a specified 
exp~:iurci time. Arter exposuro, tho carricirs ere tro,n·storred·t<> vessels·_contalnlng .neutralf.~lng subcullure media 1ind 
e~seyed (or s11rvfyors. Appropriate culture purity, slerlllly, vlablllty,-carner pop4lat!on ~n.d ii~_Wallz.allqn oonnrmf!IJon 
controh; ate· perform<i~. The :cl!rr\lnt revision of ~tanderd Operellno Procedure CGT·0.041 reflects \he mothiids 
which shall be used In this study. · 

Ttmplata: :JTO-Jl Rav. 010 - Ptoprld•,Y lnfonn,llon-
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TEST METHOD 

Tab!a·1· 
Dllut!on of 

Test Organism Designation# Growth Medium Incubation Culture After 
Parameters Spec 

Adjustment 

Slephy/ococaus eureus 6538 Synthetic Broth 35.37•c, aerobic NA 
Tlw test orgenlsm(s) to b~ used In this study was/were obtained from the American Type Culture .Collection {ATCC), 
Maness as, VA or equivalent. 

Recovery Agar-Medium: Tryptlc Soy Agar+ 5% Sheep's Blood 

Carriers 
Carriers will be screened according to AOAC Official Method of Analysis and any carrier poslllve for growth will be 
discarded. Only penlcyllnders showing no growth may be used. Stelnless steel penlcyllnders wlll be pre-soaked 
overnight In 1N NaOH, washed In water unttl neutral end autoclaved In deionized water. Carriers shall be used 
wllhln three months of sterilization. 

Proparatlon of"r'est Organism 
Transfer 10 Ill or a !hewed, vortex mixed, cryovlal of stock organism broth culture to en Initial 10 ml tube or growth 
medium. For org1irilsms not9!)flned In the AOAC Use Dilution method, a loopful of stock slant cullure may be used 
to Inoculate the lnlllel 1 O ml tube of growth medium. 

Mix and Incubate the Initial culture for 24±2 hours et the Incubation conditions above. Followlng Incubation, transfer 
1 o µl of culiµre to.suificlerit 20 ~ 150 mtn ¥.orto!l clo:s.Qro tubes containing 1 O ml or culture medium {dally transfer 
#1 ), .One dally transfer Is required bul up.to fou'r. addlllonal dally transfers may be pr9pimid. Incubate the final test 
culture for 46-54 hgiirs at the lncUbijllpn condIUons above. 

The test culture will be vortex mixed for 3 to 4 seconds and allowed to stand for ;i:10 minutes prior to use. After this 
time, the upper portion of the culture wlll be removed, leaving behind any clumps or debris and wlll be pooled In a 
sterile vessel and mixed. 

The test culture wlll be adjusted In sterile growth medium to an absorbence value of 0.240- 0.260 et 620 nm using 
a _i,petlfciph6fornoter. II Is re_qomtne.nped that aner achieving the· ebsorbance value target the organism be further 
dllutad In s{erlle growth 1nedh.1m as speclOl!ld In tre ohiirt a~c:,ve. Alle~nata organism preparation (e.g. changing the 
abs9,rbanc11 value target or d_llutlon) may be performed as necessary. · 

The culture may be diluted or centrifuge-concentrated. Applicable culture dilutions shall be performed using sterile 
growth medium. 

An organic soil load will be added to the test culture per Sponsor's request. The final test culture wlll be mixed 
thoroughly prior to use. 

T•mp/al•: :ZI0-11 Rav. 010 . ~ P,oprfolllylnfarm•tlon-
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The culture will be transferred to the penlcyllnders (efler siphoning off the water) and the carriers will be Immersed 
for 16±2 minutes In a prepared suspension at a ratio of one carrier per one ml of cullure to completely cover the 
carriers. A maximum of 100 carriers will be Inoculated per vessel and each vessel Inoculated may be considered 
a part of one total ln"\)JJ_Ul!!llon run per or!Janlsm. The lnoculcited carriers wfll b.e I/ansferred lo s\erTie Pelrl dlsh!i~ 
matted with filter pepf!r 1,1(tet tapping Q1e carrier ag;:ilnsl the side of the container lo i'emovB.~xcess Jnoculum. No 
more than twelve carriers will be placed In each:Pelrl 1dlsh_. Th·e c_arrJers wlll be dried forll\0±2 minutes. Nbtr: 
Oiga11/sms ·hot spec/llca/ly metilloned In the AOAC me'thodology miiy re.quire inodllle·d d,y/ng condlllons for the 
pµrposo .of.obtalnfiiil rite,X/mum s_urv_lV.~I followln_g.dry/ng: .The aclua/ d,ylng condliionii will lie.c/e~rly doc_umehlecl . 
. Cartlers wlll be used In the tesl procedure wllhln 2 hou~ 9f drying. Carriers that touch during drying or have fallen 
over will not be used In the test. 

Dtyfng Condlllons: 35.37•c. 

Preparqllon'.pfTest Substanc_e . . 
The lest substanco(s) lo be es!i;iyEid will pe (!sad Bl!. dlroc;!!!:~ !>Y the Sponsor. If a dlliJtlon o( tho test subs{ei16e Is 
re.quested by the !Sponsor, :tlie dlluleil tesl ·substance.(!!) $hllll be used within thre.e ho~rs o_f .preparallon, For 
p~odvols rifqulrltig ~llullon, uso ~1.0 ml or~1.0 g oftest substance end volumetrlcglas11wara·when pr.e1>1!rlng the 
dllullon imless.olhEiiwlse speclf)ed. bY. OW $p6.ns_or. Ten (10) ml of the test substance at Its use-dilution will be 
illlquolted Into the required number of slorllB. 25 x 1.!i0 mni or 25 x 100 mm tubes, The tubes wlll be placed Into a 
walerbalh ii! ·th~ spilcl~ed exposure temp~l'l!luro; end allowed to equilibrate for ;.?:10 minutes prior to testing. 

Exposure Conditions 
Each contaminated and dried carrier will be placed Into a separate tube containing 10 ml of the test substance et 
Its use-dllutlon for the desired exposure time and temperature. tmmedletely after placing each test oarrler In the 
test tube, swirl the tube using approximately 2-3 gentle r~tiillf!liS ·10 rel~~:• any air :b_ubbfes trapped In or on the 
carrier, Cara wlll be taken to avoid touching the sides of the tubes wfi{ch may compromise ·~xposura. The cQrrler 
will lie plac·ed Into \he fo~t subs~l)<;e wl.lhln :±5 s_econds ·of the exposure· time for expos·ure llihtis above 1 mlnlite . 
following a calibrated Umor. Tho ·tarrlEir will be plac.ed Into !~8 .jest •substance WI.thin ±3 seconds of the exposu[e 
Um~ for oxpc1slif~_tlmes of $1 mlnµte. If Iha exposure conditions ere c;omprom)sod In ~n~iw~y for a given qarrler, !1 
new carrfor hil!Y be k~atad In· 11.s plape. If this pannol be done, the carrier wlll ·be markec a.rid ih•e cotnprqmlsed 
c;ar.rler will be ideritirfeif hlhe . .raw data. If a marked oarrler dempnstrates a positive result, 'the carrier set may be 
Invalidated and repeated by Sponsor request. 

Test System ~ecovery . . . 
f9Uow)og the,~p~_nsor spec_lnod exposure tltiltl, each.madlc~t!ld 011ril<ir'wl~. ~!! tiansf11rte~ bywlnf hoo_k atstagge_rod 
Interval~ to 1Q rpl,_ ·9r primary. n!)Ulr~l.lzl.ng subculture modlum end each lllbe will be sha~on !~orough_ly. To 
·accompllsh this, th.a carilei'.ls removed fro!". U1e dlslnfo~JanJ l\lbe wllh a sterile hook, tapped against (he lrif~rk>r 
sides of the tube lo remove thtl oxcess dlslnfeclaol, avoiding the upper pne:-thlrd or Iha tube, and transferred Into 
the subculiure tube. Care will be taken to avoid excessive contact fo the lntiirio{siilris:·of lha:subcullure tub.air during 
transfer. If secondary neulrallzatlon Is requested by the 5-ponsor or.deemed necessary due lo lest subtilerice a¢ilve 
and/or concentration, carriers wlll be transferred Into lridl..,ldlfl!! l!BCOh~alY. subculJura tubes contalnl11g 10 ml.of 
neutrallzlng l>roth beginning approximately 26-60 minutes after sub·cullure of the oiimednto the prlmaryrleOlrellzlng 
subculture medium. Shake each tube thoroughly. If neutralization Is a concern, 20 ml of subculture medium may 
be used. 

Incubation and Observation 
All subcullures are Incubated under the conditions llsted In table 1 for 48±2 hours. 

Following Incubation, the subcultures will be visually examined for growth. If necessary, the subcultures may be 
placed at 2-8°C for up to three days prior to examination. 

Repr.esentallve. SU~!lullure IUbE11l ~l\bWlng_ growth will be s_ubcultured, .stained. and/or tilochemlcally assayed to 
conOnn or rule out tho presence· of .Iha te~t org;inlsm. If growth .c.anl)ol be ~etermlned vlsually, appropriate test 
end(qr tciritrol suboultures may be.streaked to agar to determine the ·presence o(eb·~·en·c;~ of growth • 
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STUDY CONTROLS 

Purity Control 
A "streak plate for Isolation" will be performed on the organism culture end following Incubation examined In order 
to confirm the presencEt of a pure culture. The acceptance criterion ror this study control is e pure culture 
demonstrating colony morphology typical of the test organism. 

Organic Soll Storllliy Control 
Prior to or concurrent with testing and if applicable, the serum used for the organic soil load will be cultured, Incubated, 
end visually examined for lack of growth. The acceptance criterion for this study controt ls lack of growth. 

Carrier Sterlllty Control 
Prior to or concurrent with testing, a representative unlnoculated carrier wtll be added to an appropriate subculture 
medium. The subculture medium containing the carrier will be Incubated and examined for growth. The acceptance 
criterion for this study control ls lack of growth. 

Neutralizing Subculture Medium Sterlllty Control 
Prior to or concurrent with testing, a representative sample of unlnoculated neulrallz/ng subculture medium wtll be 
Incubated and visually examined. The acceptance criterion for this study control ls lack of growth. 

Viability Control 
One representative Inoculated oarrlerwlll be added to a vessel containing each type of subculture medium. If secondary 
subcultures are performed using a different media type, one carrier will be placed In the primary subculture medium 
and one carrier wlll be placed In the secondary subcullure medium. The vessels containing each carrier will bs 
Incubated and vlsually examined for growth. The acceptance criterion for this study control ls growth In the subculture 
media. 

Neutralization Confirmation Control 
Prior to testing or concurrent with testing, the neutrallzatlcn of the test substance will be confirmed by exposing at least 
one sterile carrier to the test substance and transferring the carrier to primary subcultures containing 10-20 ml of 
neulrallzlng ~ubcultu_re me°dluin as In the test, tr p·erformed In thi:, lest procedure, each carrier wtll then be transferred 
fflir['I primary supcullures Int~ lndlvl!iuel seconda_ry subcullores beginning approximately 25-60 minutes following the 
prlm.a·ry tra.nster, the subf:\Jllur!!il (pr.ln:rary arid se~ndary as appllcable) will be Inoculated with a target of 
1.6-foo colony forming uiiits_-(CfU.) of eiich lost qrgari{sm, Incubated under test condlUons and vlsually examined for 
the. ·P.fl!Sence .of growth. Tills con_trol will be performed wllh multiple replicates using different dilutlons of the test 
organism. A ~(,!ndard_lzed _spr'~ad pl!II~ Rfbce~~re ~I \>,a run concurrently In order to enumerate the number of CFU 
actually adde·d per tube, NOTE: Only. \he most co):icenlrated test substance dilution andlor shortest exposure time 
needs to be evaluated In this control. 

The acceptance criterion for this study control Is growth In the final subculture broth, mlnlmelly, foilowlng Inoculation 
with ~100 CFU per tube. If ell the organism dlluUon(s) used In this control fell to provide adequate numbers 
(10-100 CFU) which coincides In a fallure to meet the acceptance criterion for this study control, the control may be 
repeated In Its entirety. 
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Carrier· Population Control 
Two sets of three Inoculated carriers (one set prior to testing end OM se.t followlng treatment) for each organism 
carrier set will be essayed. Each Inoculated carrier will be lndlVldual!y.subcullured Into a tube contalnlrJQ 10 ml of 
naulnillzlrig ·su1>oullµre.n1aq1um and s.onlc;;il!'I~ for 1 mlnute±5 seconds. Tubes,V,,111 be contained In a beaker with 
water .suspended In lhe ullrasoill<i cleaner suii!i tl)Bl !!11 fl.Ulds WIii be level. Following sonlcatlon, the conleots of the 
lhre'3 s.u,boullur.lld oarrlers wll). be pooled (30 ml) and briefly votlei< oi.lx~d. Appf!)J?.rfl!lE! ·sertal lon°fci.ld dllufl,;ins will be 
jlroparlld end lhi! dupUc.atfQ, 1 _ 1)1L allquets sp,r11~d plated on ag_ar plate medium, ,arid lricu\)att,d, ·lf_iie~al ~11.U~f?ns _,;ire 
not performed and plated lrj)medliil!>IY following sonlcaUpn, lh!! vessels may be refrigerated at 2-8°0 {or up to 2 hours 
pr)or lo dlfuU1>n, Followlng lncubailon, tho res\JIUniJ color\les wlll lie eriull)ereled. Th9 l_nctlvldua! CFU _per earner s.ot 
resulls will be C!!lcUll!!etl, t1nlf. lhe to_910 value or each cantor set determined. The average Log10 value per organl~m 
will be calculated. For Staphylococcus aureus, the acceplance criterion for this study control ls a minimum ava'riige 
Log10 value of 6.0. 

PROCEDURE FOR IDENTIFICATION OF THE TEST SYSTEM 
Ac9µret\js Lab ·services maintains Slandatd, Op11riillng . Procedures (SOPs) relative to efficacy testing 
studies, Effl911cy t1fstlng Is p;~rfo_rmed In strict edhorence lo these SOPs which _have been constructed to cover all 
as pacts of the woik lncludin!l, (iu_l iipl llm1te·d ·1_01 receipt, log-In, end tracking of biological reagents lncludh1!'j test 
organism stre!ns -for purposes of ldenlffic'iitlon, roce.lpl ·en·d use ·or .Qhemlc~I r~13gents. lnasa procedures are 
d~lgnd~ lo_<!.qcument each sfep of efficacy tesllnfl studies. Approrirtate rqferem:~:s to medlvrjl, ~atch nurnl>er, etc. 
a·re documenle·d·ln tho raw date c;oll~<i!~d .during Iha 99_1,1rse of each study. 

Additionally, 13ach efficacy test Is assigned a unique Project Number when the protocol for the study Is Initiated by 
the Study Drrectqr. This number 1)1 lisE!.d for'lqonUOcaUon of the test subcullures, eto. during the course of the 
.tesl, Test subcultures ere also labeled wllh raf\lrdrica 19 the Lc.,sl or9anlsm, exper!mental statl date, and test 
pr0du·91. Microscopic and/or macroscopic evaluations .of posfUve s4(Jci\Jlli:Jres aie perl9rtn~d In ord.e.r to_qonflrm the 
ldenllty of the test organism. These measures are designed to document the ldentlly of the test /iYlltern. 

METHOD FOR CONTROL-OF BiAS: NA 

ST~DY_ AtCEPTANCE CRITERIA 

Test Substance Performance Criteria 
For-StaplJYiococcus au;eus, the efficacy performance requirements for label claims state that the test substance 
must kl!I the mlcrqo.rgenlsm on 67 out of the 60 Inoculated carriers. 
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Gontrol Acceptance Criteria 
The ·study conlrols must perfonn acccirdlng fo U1e crilerlil detail~~ In lh!l sl1,1~y controls. descrlpllo_n siiot.lon. If any 
_co.h!rpl 1foceplenc!l crlterla are not me~ the test may bo repealocl lfndenhe curren) pro1ociil number. If the 
populatfon conlrol Eixcoeds ~n ~V!)rage·lcig1_0 vafl/e of 7,0 for $laphy/oc9ocl.ls aureus, and the test substance does 
ncit meet the performance criteria, .the sp·onsor may lnlialldate the stl!c!Y-arld repeat lc!°slli)g. 

Any poslllve test carriers confirmed as a contaminant will be reported. Any test carrier sat that demonstrates li number 
of contaminated tubes that contributes to results that exceed the product performance/success crllorla mey be 
Invalidated per Sponsor's request and may be re-tested. For sixty carrier studies, contamlnatlon exceeding one tube 
per earner set may warrant Invalidation and repeat testing by Sponsor's request, 

If ahy pqrf!(>n of the protocol Is executed lncorreot_ly w_arrantlng r,epeat t~~llng,.thc;,_t~I ·may be rep~aled un!-fer the 
curriirit priiloc:ol numb~r- If Iha p9pulalion control falls lo meet -Iha mlniri1um requlrerrioril or If the neutralization 
corilrol acoopian·c.e ·crll~rta Is not hiet ahd lhe study .falls lo meal !he er1lpaoy requirements, repeal tasting Is not 
required. 

REPORT 
The. report will Include, but not be limited to, ldenttncaUon of the semplJ!, ·dall! tec;ell(ed, 1n1,1at1on and CQmpleUon 
<!ates, ldenUflcaUon of the organism strains used, description of media and .teagenls, di,scrijJU_on of the rn'ethods 
employed, tabulated results and conclusion as It relates to the purpose of the lest, ·and all other llems required by 
40 CFR Part 160.185. . . 

PROTOCOL CHANGES . 
Jr ll bacomes·necessary to make changes In the approved pro{ocol, the r~Vlslqri !'Ind re~s-ons fqr i:henges will be 
documented, reported to the Sponsor and will become a part of the permaneril_file ror'.lh/il stµ~. Slmll!JrlY, the 
Sponsor will be notified as soon as possible whenever en event occurs Iha! may have en effect on the· v.alidlty of 
the study. 

Standard operating procedures used In this study will be the correct effective revision at the time of the work. Any 
minor changes to SOPs (for this study) or methods used will be documentec! In the raw data end approved by the 
Study Director. 

jEST SUBSTANCE RETENTION 
·1t llrt~o responslblllly oflho Sponsor to retain a sample of the test substance. All unused test substance wlll 
be discarded following study completion unless otherwise Indicated by Sponsor. 

RECORD RETENTION 

study Specific Documents 

All of the original raw date developed exclusively for this study shall be archived at Accuratus Lab Services for a 
minimum offlve years forGLP studle~ or a minimum of six months for all olher studies following the study completion 
date. After this time, the Sponsor (or the Sponsor Representative, If eppflcable) wlll be contacted to determine the 
final disposition. These original data Include, but are not limited to, the following: 

1. All handwritten raw data for control and test substances Including, but not limited to notebooks, data forms 
and calculaUons. 

2. Any prolocol amendments/deviation notifications. 
3. Ali measured data used In formulating the final r~p.o_rt. 
4. Memoranda, specifications, and other study sp·ec.lfic correspondence relating to lnlerpretatfon end 

evaluation of data, other than those documents contained In the final study report, 
5, Original signed protocol. 
6. Certified copy offlnal study report. 
7. Study-specific SOP deviations made during the study, 

T•11u1lat•: JJ0-11 R••· 010 -Proprf1t1,y Information -
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The following records shall also be archived at Accuratus Lab Services. These documents Include, but are not 
limited lo, Iha following: 

1. SOPs which pertain lo the study conducted. 
2 . Non study-specific SOP deviations made during Iha course of this study which may affect the results 

obtained during this study. 
3. Methods which ware used or referenced In the study conducted. 
4. QA reports for each QA Inspection wilh comments. 
5. Facility Records: Temperature Logs (ambient, Incubator, etc.}, Instrument Logs, Calibration and 

Maintenance Records. 
6, Current curriculum vitae, training records, end Job descriptions for all personnel Involved In the study. 

REFERENCES 
1. Association of Offiolal Analytical Chemists (AOAC) Officfel Method 964.02, Testing Disinfectants against 

Psaudomonas aaroglnosa- Use-Dllul1011 Method. In Offlclal Methods of Analysis of the AOAC, 2013 Edition. 
2. Assoclallon of Official Analytical Chemists (AOAC) Official Method 955.16, Testing Disinfectants against 

Sl~phy/ococcus iJl!~Us - Use-Dllutlon Method. In Official Methods of Analysis of the AOAC, 2013 Edition. 
3. Assochillon of :Qfficlal Analytlcal Chemll;ls (AOAC) Official Method 955.14, Testing Disinfectants against 

Salmonella enterlca- Use-DIiution Method. In Official Methods of Analysis of the AOAC, 2013 Edition. 
4. Association of Offlclal Analyllcal Chemists (AOAC) Offlclal Method 960.09, Germicidal and Detergent Sanitizing 

Action of Disinfectants Method [Preparation of Synthetic Hard Water]. In Offialal Methods of Analysis of the 
AOAC, 2013 Edition. 

6. U.S. Environmental Protection Agency, Office of Chemical Safely end Pollutlon Prevention, Product 
Performance Test G_uldallnes, OCSPP 810,2000: General Considerations for Uses of Antlmlcroblel Agents, 
Septembl)r 4, 2012. 

6. U.S. Environmental Protection Agency, Office of Chemical Safely and Pollution Prevention, Product 
Performance Test Guidelines, OCSPP 810.2200: Disinfectants for Use on Herd Surfaces- Efficacy Data 
Recommendations, September 4, 2012. · 

7. Haallh Canada, January, 2014. Guidance Document - Safely and Efficacy Requirements for Hard Surface 
Disinfectant Drugs. 

8. Health Canada, January, 2014. Guidance Document - Disinfectant Drugs. 
9. Australian Therapeutic Goods Administration (TGA), February 1998. Guidelines for the Evaluation of Stertlants 

and Disinfectants. 
10 . Australian Therapeutic Goods Administration (TGA), February 1998, Tharapautlo Goods Order No. 64: 

Standard for Disinfectants and Sterllants. 
11. Australian Therapeutic Goods Administration (TGA), March 1997. Therapeutic Goods Order No. 64A: 

Amendment to the Standard for Disinfectants end Star11ants (TGO 64). 
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Determine the CFU/Carrler set In the Carrier Populetfon Control using all average oounts between 0-300 CFU as 
follows: 

CFU/carrler c [(ayg, CFU [or 10·•·) + (avg. CFU for 10·Y\ ·Hayg. QFU for 10•i)) x 1Vo1umaof rieulrall7,lir) 
[1()·• +·10·Y +· 10~ x (Vo!Ume·ptated) x (# of carriers per set) 

where 10-•, 10"1', end 10-• are example dllutlons that may be used 

Average Log10 Carrier Population Control = .!JID1•X1 + Log1qX2-+ .•. LomaXN 
N 

Statistical Analysis 
None used, 

· T,mp/ore: 310-JJ Rev. 010 

Where: X equals CFU/cerrler set 
N equals number of control carrier sets 

- Proprlata,y lnfonn1l!01J -
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(All blank sec/Ions a111 varillad by the Sponsor or Sponsor Rep111sentatlve as Jinked to their sfgnaturo, unless othetwlse noted.) 
Test Substance Noino & Batch Numbors .oxa·cu bs llshould a ear on final ro art: 

Pto eel Mac & Choose ,GLP-Efncac Tes Un · illl942-4S& / 2260-009 
Pr: oolMM&Ctieesa,GIF-Efficao Tesllri · e004:!-4ll6/2260-010 

Test ng at the lower certified llmlt (LCL) Is required for roiJlslr~tlQn, no aged batch Is necessary. 

Product Description: 
@ Quaternary ammonia 
□ Peroxide 

□ Peracellc acid 
□ Sodium hypoohlorlte 

□ lodophor 
□ Other __________ _ 

Approximate Test Substa co Active Concentration (upon submission to Accuratus Lab Services}: 
il:9ffll;- .... \ . - . 

{This value Is used for noufriillzotloil planning only. This value Is not Intended lo represent characterization values.) 

Neutrallzatlon/Subcullure Broth: □=-...,..,,.,.....-,,--.,....-,---------,~--,,---=----,_,,,--=......,.-......,......,... 
(N07J=; All broth must e/so se,va as en opproptlata growtll modium fafthe"/est organism) 

li1J Accuratus Leh Services' Discretion. By checking, the Sponsor aulhor1zes Accuratus 
l..eb Services, at their discretion, to perfonn neutraUzaUon conffnnalfon assays at the 
Sponsor's expense prior to testing to datennlne the most appropriate neutraUzer, (See 
Fee Schedule), 

Storage Conditions Hazards 
□ None known: Use Standard Precautlons 
li1J Material Safety Data Sheet, Attached for each product 

@ Room Temperature 
□ 2-e·c 
□ Other_-~-_______ _ □ As Follows: _________ _ 

Product Preparation 
□ No dllullon required, Use as received (RTU) 
@ •Dllutlon(s) lo lie tested: J_ 

1:20 defined as rn L + .;?-::\- v--,-, L 
(example: 1 oz/gallon) (amount of test substance) (amount of dlluent) 

□ Deionized Water (FIiter or Autoclave Slerlllzed) 
□ Tep Water (FIiter or Autoclave Sterilized) • All 'lap water Is softened; the water hardness for the batch of tap 

water used wllf be determined and reported, 
@ AOAC Synlhetlc Herd Water: 400 .PPM 
□ Olher ________ _ ______ _ 

*Note: An equivalent dilution may be made unless otherwise requested by the Sponsor. 

Test Organlsm(s): @ Staphylococcus auraus (ATCC 6638) 

Carrier Number:, _ ___,6_,,0 ... p.,,eecr_.b,.at.,.c,_,h __ 

Exposure Time: 15 minutes Exposure Tempereture:.....,2,._0 ,,.±_.1 ___ •c 
Organic Soll Load: 

li1J Minimum 6% Organic Soll Load (Fetal Bovine Serum) 
□ No Organic Soll Load Required 
□ O!her:,.a-----------

Template: 110-1111.ev. 010 -Proplf,11,y l1Jlorm1tlon-
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TEST SUBSTANCE SHIPMENT STATUS. 
{This section Is for /nfof(netlonel purposes only.) 
li?1 Test Substance le already p·reserjl el Acol!relus Lab Services. 
0 Test Substance has be<in cir wlU'be shipped to Acouratus Lab Services. 

-
.. , ... 

J ':. ·ACCURATOS 
s '· - LAB SERVICES-
• . • THE ANTIMICROBIAL AUTHORITY 

Dale of expected receipt et Accuratus Lab Services: __________________ _ 
□ Test Substance lo be hand-delivered (must arrive by noon at least one day prior to testing or other 

arrangements made with the Study director). 

COMPLIANCE 
Study to be performed under EPA Good Laboratory Practice regulations (40 CFR Part 160) In accordance to standard 
operating procedures, 
@Yes 
0 No (Non-GLP or DevelopmentSludy) 

REGULATORVAGENCYCSI THAT MAY.REVIEW DATA 
li?1 • U.S. EPA 
O Health Canada 
□ Therapeutic Goods Administration (Australian TGA) 

PROTOCOL MODIFICATIONS 
0 Approved without modlncetlon 
li?1 Approved with modJncallon 
A draft report wlll be provided for Sponsor review prior to nnallzellori. 

PROTOCOL ATTACHMENTS f~ 
Supplemental Information Form Attached- ~Yes.:ia-No 

TESTING FACILITY MANAGEMENT VERIFICATION Oi= 10 CFR j:iART 160 SUBPART B /160,31/D))· 

Identity, strength, purity, and uniformity, as applicable, of the test lots has been or wlll be completed prior to efficacy 
testing: &1 Yes □ No* □ Not required, Non-GLP testing requested 

If yes, testing was or WIii be performed following 40 CFR Part 160 GLP regulallons: li1I Yes □ No* 

Opllonal ·lnformaHon to cornpJele' as ai>ollcable: 
0 A Certlfloate of Anafysls (C of A) may be provided for each lot of test substance. If proVlded, the 

C of A wlll be appended to the report. 
U) ef Testing has beell or will be cpndui:lfjd under protocol _or study#: . . _ \ 1-lM. 

C>o.om-.Cb<odt.r ,·zc,,(kCO febnc\,)'v?d & O~"\.~ ....... 
· 0E\LD.\Q~l2.bl8°:c,;P-

stablllty testing of the formuletlon has been or wlll be completed prior to or conc.urronl wft]:i effic!llcy. lesth')gi 
@' Yes a No• a Not required, Non-GLP testing requested 

If yes, testing was or will be performed following 40 CFR Part 160 GLP regulallons: li1I Yes □ No• 

.Optional Information to compieto es applicable: 
0 Testing has been or will be conducted under protocol or study#: 

*If testing Information Is not provided or Is not performed following GLP regulations, this w/11 be Indicated In the GLP 
comp/lance statement of the fins/ report. 

0 Soe. Sf""">'" Wl<>'•I on IO·'l-1" .f..- Pfl'"""'l .f • ..., ••Do••41••«1 ..ttw,..,vrf. ito6' h>"'l➔J 

G) S<c- Sf..- e,,u,:I fu,,,, 111-2-11. 1<-t>t. 10-s-11• 

Template: :JJ0-11 Rev. 010 -Proptl1u,ylnfom,,t1on-
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PROPRIETARY INFORMATION 
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, ACCURATUS 
' -LAB H .AVICES

~• l■lMltllll!'Ml\4\UU.flllf 

THIS DOCUMENT IS THE PROPERTY OF AND CONTAINS PROPRIETARY INFORMATION OF ACCURA TUS 
LAB SERVICES. NEITHER THIS DOCUMENT, NOR INFORMATION CONTAINED HEREIN IS TO BE 
REPRODUCED OR DISCLOSED TO OTHERS, IN WHOLE OR IN PART, NOR USED FOR ANY PURPOSE 
OTHER THAN THE PERFORMANCE OF THIS WORK ON BEHALF OF THE SPONSOR, WITHOUT PRIOR 
WRITTEN PERMISSION OF ACCURA TUS LAB SERVICES. 

APPROVAL SIGNATURES 

SPONSOR: 

NAME: - - ~ M=s=·~C=a..,r1s,,.,s=a'--'C=--'o"'pcc.po='=-a ________ _ TITLE: _ _._,_.R.,_,&=D~A~s..,s"'o,,,cJ""at,,.e ____ _ 

PHONE:- /2011373 • 6082 EMAIL: Carfssa.co11oo!a@rb.com 

For confidentiality purposes, study Informal/on w/1/ be released only to the sponsor/representative signing the 
protocol (above) unless other Individuals are specifically authorized In writing to receive study Information. 

Other Individuals authorized to receive lnfonnatlo11 regarding this study: □ See Attached 

Kyte Smith 

Accuratus Lab Services: 

NAME: ___ ~"/1t:~l"is~-db~-G~h(\=Zp""'-"l(f=· -=--,---------
Study Director 

SIGNATURE: __ -/:i.+..1.1.~,.,•=:....._-"'Jtw_""""'""'~lljO~ ... t.,.~"'------=='------
7{uJyolrector 

DATE: ,ob-~1,s 
' 
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